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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 3, 7, 8, 9, 10, 14, 27 and 28 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Wu et al. (US 5,452,723). Wu et al disclose a method for 
diagnosing disease comprising generating data for Raman, fluorescence and diffuse 
reflectance spectra and images by direct optical measurement of tissue (in vivo or ex 
vivo) (Abstract, Col 1 Lines 25-45, Col 3 Lines 22-30, Claim 16), storing data as a library 
(Fig 15a/b and Fig 16a/b, Col 21 Lines 58- Col 22 Line 20), performing classification 
decisions to identify diseased or cancerous/precancerous tissues (Col 5 Line 15-30, 
(Col 3 Line 13-32, Col 23 Line 1-25), displaying images or data results to identify the 
state of tissues (Fig 13-16a/b), fusing data, and depth profiling as a function of time 
gating for profiling tissues (Col 6 Line 44-Col 7 Line 15 and Col 7 Line 28-35 for 
simulations to probe for depth profiling through Monte Carlo simulation). Col 6 Line 5 
through Col 8 Line 55 disclose further measuring the area or volume in an unknown 
patient or using a known volume of tissue to calculate concentration and volume of 
tissue components in vivo (Col 1 Line 49-55). Wu et al. disclose an apparatus for 
identifying disease comprising sources of light for each of the desired spectra, multiple 
rotating mirror interfaces, tissue interface for illuminating tissue of a patient, image 
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analysis modules for receiving light from a mirror interface with at least a non-imaging 
spectrometer with rotable gratings, and system for taking diagnostic information 
according to diffuse reflectance and ultraviolet/visible light from the same initial beam 
alternatively (Col 4 Line 45 - Col 6 Line 35). Finally Wu et al. discloses an endoscope 
and fiber optic probe for the tissue interface (Figure 4, Clm 20, Col 6 Line 9-30) and 
discloses the use of the system and methods for cancer diagnosis (Claim 22). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-14, 27 and 28 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wu et al. (US 5,452,723) in view of Kaneko (US 5,749,830) and in further view of 
Burgess et al. (Article attached). Wu et al disclose a method for diagnosing disease 
comprising generating data for Raman, fluorescence and diffuse reflectance spectra 
and images by direct optical measurement of tissue (in vivo or ex vivo) (Abstract, Col 1 
Lines 25-45, Col 3 Lines 22-30, Claim 16), storing data as a library (Fig 15a/b and Fig 
16a/b, Col 21 Lines 58- Col 22 Line 20), performing classification decisions to identify 
diseased tissues (Col 5 Line 15-30, (Col 3 Line 13-32, Col 23 Line 1-25), displaying 
images or data results to identify the state of tissues (Fig 13-16a/b), fusing data, and 
depth profiling as a function of time gating for profiling tissues (Col 6 Line 44-Col 7 Line 
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15 and Col 7 Line 28-35 for simulations to probe for depth profiling through Monte Carlo 
simulation). Wu et al. do not specifically provide time gating to reduce interferences 
between Raman and fluorescence measurements, although time gating and phase 
manipulations are mentioned, and does not provide specific fusing means for combining 
the spectral library of patient-specific data with the patient data. Attention is then 
directed to the secondary reference by Kaneko (US 5,749,830) in the same area of 
endeavor, which describes a method of fusing images and image data to provide for 
diagnosis of patient tissue from stored data in computer memory (Fig 6-7, 1 1 and Col 62 
Line 28- Col 63 Line 7). Attention is also directed to the secondary reference by 
Burgess et al. which describes time gating as a means to reduce interferences from 
surface scattering and/or to reduce or remove interferences between Raman and 
fluorescence measurements (Abstract and Experimental Data Section 2). It would have 
been obvious to one having ordinary skill in the art at the time of the invention to have 
utilized the fusing and storage methods of Kaneko with the phase-gating methods 
taught by Burgess et al. in the method for diagnosing disease disclosed by Wu et al. to 
enable the best possible optical measurements and most accurate images for 
diagnosis. 

Claims 15-19, and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wu et al. (US 5,452,723) in view of Kaneko (US 5,749,830) and in further view of 
Malmros et al (US 2002/0058028 A1 ). Wu et al disclose a method for diagnosing 
disease comprising generating data for Raman, fluorescence and diffuse reflectance 
spectra and images by direct optical measurement of tissue (in vivo or ex vivo) 
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(Abstract, Col 1 Lines 25-45, Col 3 Lines 22-30, Claim 16), storing data as a library (Fig 
15a/b and Fig 16a/b, Col 21 Lines 58- Col 22 Line 20), performing classification 
decisions to identify diseased tissues (Col 5 Line 15-30, (Col 3 Line 13-32, Col 23 Line 
1-25), displaying images or data results to identify the state of tissues (Fig 13-16a/b), 
fusing data, and depth profiling as a function of time gating for profiling tissues (Col 6 
Line 44-Col 7 Line 15 and Col 7 Line 28-35 for simulations to probe for depth profiling 
through Monte Carlo simulation). Wu et al. do not specifically provide time gating to 
reduce interferences between Raman and fluorescence measurements, although time 
gating and phase manipulations are mentioned, and does not provide specific fusing 
means for combining the spectral library of patient-specific data with the patient data. 
Attention is then directed to the secondary reference by Kaneko (US 5,749,830) in the 
same area of endeavor, which describes a method of fusing images and image data to 
provide for diagnosis of patient tissue from stored data in computer memory (Fig 6-7, 1 1 
and Col 62 Line 28- Col 63 Line 7). Kaneko and Wu et al teach all that is listed above 
but fail to describe the use computer system which stores the database of spectra and 
images to compare them to another stored library of normal and diseased tissues. 
Attention is directed to the teaching reference by Malmros et al (US 2002/0058028 A1) 
which describes and claims the use of a spectral database on a computer for the 
purpose of comparing spectroscopy data for the purpose of diagnosing cancerous or 
non-cancerous tissues of a patient (Claims 1-6 0004, 0032, 0068 and 0070). It would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
used the computer-based library-reference diagnosis methods of Malmros et al with the 
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methods and devices of Wu et al in view of Kaneko et al for the purpose of providing a 
computer-based diagnosis method for cancerous tissues (0065-0066, 0070). 

Response to Arguments 
Applicant's arguments filed 01/08/08 have been fully considered but they are not 
persuasive. Regarding the first argument that Wu et al does not disclose a library of 
spectral data for the purpose of allowing for comparison of data from said library to that 
of a patient for the purpose of diagnosis; Examiner respectfully disagrees. Wu et al 
discloses both the use of a patient data library and the use of simulation-data 
comparison for the purpose of diagnosing tissues. A procedure for data acquisition in 
order to provide a spectral library of data of some form capable of drawing conclusions 
about tissue properties is mentioned as above in the Wu disclosure (Figure 2, Fig 15a/b 
and Fig 16a/b, Col 21 Lines 58- Col 22 Line 20, and Col 5 line 15-37). The spectral 
data is made into an image as in Figures 15a/b and 16a/b and the disclosure integrates 
equations for both the removal of distortion and the diagnosis of tissue (Col 5 Line 15- 
37 and Col 23 Line 49-Col 24 Line 24). It would then be inherent that some pre-existing 
knowledge of the relationship of fluorophore presence and concentration could be relied 
upon based on the disclosure in column 5. If a data library stored on a computer 
system is the goal of the instant application, Examiner suggests that providing such a 
limitation would overcome the library of Wu et al currently being relied upon as a library 
of data where a library is a "collection of standard materials or formulations by which 
specimens are identified" (Dictionary.com, ref Biology definition) or "A collection of 
recorded data or tapes arranged for ease of use" (American Heritage), as is recited in 
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amended claim 15 (f). Regarding the argument that Wu does not provide 3 
simultaneous measurement techniques, it is not a limitation of the claims as written that 
all 3 measurements must be taken simultaneously, only that those 3 measurements 
must be taken. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOEL M. LAMPRECHT whose telephone number is 
(571)272-3250. The examiner can normally be reached on Monday-Friday 8:30AM- 
5PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian L. Casler can be reached on (571)272-4956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Brian L Casler/ 

Supervisory Patent Examiner, Art 
Unit 3737 

JML 



